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EPA Staff Outlines Efforts To Improve Scoping Process For
IRIS Reviews
Posted: February 11, 2013
EPA staff is outlining changes the agency plans to make to the initial scoping process for its Integrated Risk
Information System (IRIS) chemical assessment program, saying EPA will reach out to program and regional
offices for input on substances the agency plans to review in order to make the analyses more useful to agency
decisionmakers.
The changes are detailed in new documents that agency staff recently sent for review by a National Academy of
Sciences (NAS) panel that is evaluating the IRIS program, through which EPA issues risk assessments of
chemicals that frequently form the basis for regulations and other policies.
NAS in a 2011 report criticized the agency's draft IRIS review of formaldehyde and made recommendations to
improve IRIS reviews that EPA is working to adopt.
The documents outline changes already implemented in attempts to respond to criticisms in the 2011 report, as
well as improvements that are "in progress" at the program, such as changes to the scoping process for upcoming
reviews. Relevant documents are available on InsideEPA.com. (Doc ID: 2424261)
University of Southern California Keck School of Medicine Professor Jonathan Samet, chair of the NAS panel
reviewing the IRIS program, has raised concerns about reviewing the program while EPA is making ongoing
changes.
Calling the program a "moving target" at the committee's last meeting Dec. 18, he said that because the
committee is tasked with providing comments on "where you are going . . . we are going to have to make sure we
know where you're going, and so you need to know where you're going" with changes to the IRIS process.
EPA's new documents aim to provide more details on the agency's plans. Pointing to recommendations in a 2008
NAS report, "Science and Decisions: Advancing Risk Assessment," the documents note the importance that
committee placed on properly scoping risk assessments so that they provide information relevant to decision-
makers. The new documents indicate that IRIS officials are trying to implement similar ideas in the program.
Touting the agency's efforts to bolster the scoping process, the documents say, "The IRIS Program also
recognizes that it is important to understand the big picture in order to develop an assessment that is most
informative and efficient for decision-makers. Having a clear understanding of the overarching environmental
problems being addressed in the context of a chemical can help inform what an IRIS assessment will ultimately
include."
While scoping has the benefit of targeting assessments to best answer risk managers' questions, opponents argue
that it puts decisionmaking before developing a true understanding of a chemical's hazards or risks.
The agency's documents explain that its scoping process involves discussion with EPA program and regional
offices that will rely on the IRIS assessment for guidance in their future decisionmaking. "This early consultation
provides an opportunity to identify key questions for framing various analyses and helps ensure that the
assessment meets the needs and critical timelines of Agency decision-makers," according to the agency.
Scoping questions will include what types of decisions risk will managers face; what form of the compound is most
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relevant to those questions; is the compound typically present with others; are particular lifestages of concern; do
risk managers face an urgent concern and what exposure routes are of most concern, among others.
The first IRIS analysis to be undertaken with the the new procedures is arsenic, and IRIS staff held a workshop
with interested program and regional staff last September. At the meeting it became apparent that adding risk
estimates for an additional exposure pathway would be helpful to the air office. Before the meeting, EPA for more
than a decade sought to complete an arsenic review that only addressed ingestion hazard (Risk Policy Report,
Feb 1).
The briefing materials also outline changes IRIS officials are making regarding weight of evidence
consideration for hazard identification -- an issue that drew the most critical comments from the 2011 NAS report.
EPA says staff has strengthened its approach, but acknowledges it is "using existing guidelines that address these
issues to inform assessments. . . . The IRIS program recognizes the benefit of adopting a formal weight-of-
evidence framework that includes standardized classification of causality." The documents add that in addition to
the NAS' panel's work, IRIS managers also plan to hold a public workshop "to discuss approaches to evidence
integration."
Staff says IRIS managers have implemented an improved approach to selecting the studies that become the basis
for the quantitative risk estimates in the IRIS documents. And it reports that staff is now "routinely considering
whether combining data among studies is warranted for the derivation of toxicity values."
While these risk estimates were traditionally derived from one study, the documents explain that "there are cases
where conducting dose-response modeling after combining data from multiple studies can be considered, resulting
in a single [point of departure] based on multiple data sets. For instance, this may be useful to increase precision
in the POD or to quantify the impact of specific sources of heterogeneity," EPA says.
Additionally, the document says IRIS managers have implemented improvements to calculating the toxicity values
in IRIS assessments, through "improved . . . quality control of the overall dose-response modeling process and
increased transparency by documenting the approach for conducting dose-response modeling" as well as
developing "tools and approaches to manage data and ensure quality . . . in dose-response analyses."
IRIS managers have also implemented a new system of teams of consultants who assist and review staff
scientists developing the chemical assessments. This initiative, developed in late 2011, created three Chemical
Assessment Support Teams (CAST) which meet regularly with the IRIS development teams to review progress
towards each assessment.
The CAST teams meet weekly to discuss issues that developed in various assessments during the week. These
teams also "ensure documentation and communication of decisions" and they have developed a searchable
comment tracker database to organize this information, according to the agency. -- Maria Hegstad
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